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DETAILED ACTION 

Information Disclosure Statement 

The Information Disclosure statements dated 3/30/06 and 4/12/04 have been 

considered 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-8, 15, 17-26, 32, 34, & 35, are rejected under 35 U.S.C. 102(b) as 
being anticipated by North et al. (US 2001/0007950 A1). 

In reference to claim 1 &17, the North publication teaches the use of an 
implantable neurostimulator that is capable of being programmed whilst within the body 
of the user (see abstract). The North et al. publication teaches that a patient Interactive 
computer may communicate with a remote computer server through a telephone line, to 
obtain value added services or software updates (see pp. [0032]). North also teaches 
the use of a rating screen found on a controller/programmer device that allows the user 
to rate the level of relief from the pain by electrostimulation (see pp. [0168] & pp. 
[0170]). The computer of the North et al. patent also teaches The data may be re- 
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analyzed or used as the basis for further patient testing on other patient interactive 
computers, or It may be simply stored in a common data base for the center. Patient 
data and implant information can be transferred to remote data servers (see pp. [0067]). 
The north patent also teaches the use of the internet for the network (see pp. [0098]) 

In reference to claim 2, the North et al. patent teaches a device that is capable of 
sending signals to a server via a programming device. Such signal can be stimulation 
parameters and inherently can be sent by a clinicians as well as a patient (see column 
pp. [0067], pp. [0067], pp. [0218] & pp. [0219]). 

In reference to claim 3, North teaches a system wherein the server randomly 
orders the programs and directs the programming device to control the implantable 
neurostimulator to deliver neurostimulation according to the random ordering of the 
programs (see pp. [0204]). 

In reference to claims 4 & 22, the North et al. patent teach the use of a numeric 
rating system that is entered into the user interface (see pp. [0153]). 

In reference to claims 5,7 & 15, the North Patent teaches the use of a patient 
interactive computer wherein a patient can indicate the area of perceived pain (see pp. 
[0021]) and thus the area that requires paresthesia. Such information is capable of 
being transmitted to a server by the patient (see pp. [0037] & pp. [0066]) via the 
controller mechanism capable of being used by both the clinician and the patient. The 
North et al. patent also teaches that the control device compares previous data from the 
area of paresthesia for certain stimulation parameters to the indicated area of pain to 
determine the amount of overlap for each set of stimulation parameters and in turn 
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provide the appropriate amount of stimulation. The North et al. device is also capable of 
presenting the amount of overtap to the patient or clinician (see pp. [0032]). North et al. 
also teaches the use of a touch screen in conjunction with the device (see pp. [0145]). 

In reference to claim 6, the North et al. device possesses a display and displays 
body outlines, which can be referred to as templates. The North et al device also 
displays a patient's response to the selected treatment, and responses are displayed 
and drawn on the same screen as the patient interface (see pp. [0022] & pp. [0023]). 
The North et al. device teaches the use of a server that is capable of receiving 
information from the programming device via telephone lines and remote computer 
server connection capabilities allowing comparison between centers and tracking of 
implants usage (see pp. [0218], pp. [0219], pp. [0306]). 

In reference to claim 8, the North et al. patent teaches the use of a data base 
where in a server is employed where the server receives selections capable of being 
made by a clinician of one of the programs via a programming device (see pp. [0037]). 
North et al. also teaches a device capable of storing stimulating parameters associated 
with rating infonnation with in a database (see pp. [0066], & pp. [0098]). 

In reference to claim 18, the North et al. patent teaches the use of a programmer 
capable of being held in an individual's hand (see figs. 2 & 3). 

In reference to claims 19, 20, 25, 26, 32 & 34, the North et al. patent teaches 
directing a programming device via a network to control an implantable neurostimulator 
to deliver neurostimulation according to a plurality of programs during a programming 
session (see pp. [0098]). North also teaches the use of a rating screen found on a 
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controller/programmer device that allows the user to rate the level of relief from the pain 
by electrostimulation (see pp. [0168] & pp. [0170]). The North et al. device is also 
capable of presenting the amount of overlap to the patient or clinician. North et al. 
teaches the use of an implantable neurostimulator implanted within a patient receiving 
rating information for each of the programs via the programming device and the network 
(see pp. [0032]). The method of rating information for each of the delivered programs 
found in the North et al. publication is inherently related to the efficacy of that program, 
and the North et al. device is capable of presenting the rating information to a clinician 
via the network and the programming device to assist the clinician in selection of one or 
more of the programs for long-term programming of the implantable neurostimulator 
(see pps. [0034]-0037]). North et al. also teaches the use of a data memory unit which 
can be seen as a computer readable medium the is capable of storing instructions (see 
pp. [0040]) 

In reference to claim 21, The method of claim 19, further comprising randomly 
ordering the programs, wherein directing the programming device comprises directing 
the programming device to control the implantable neurostimulator to deliver 
neurostimulation according to the random ordering of the programs (see pps. [0204]- 
[0208]). 

In reference to claim 23, The North et al. patent receiving rating information by 
receiving input from at least one of the patient and the clinician via the programming 
device and the network indicating an area of pain perceived by the patient (see pp. 
[0033]), receiving an input from the patient via the programming device and the network 
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for each of the programs that indicates an area of paresthesia experienced by the 
patient during delivery of neurostimulation according to the respective program(see pp. 
[0032] & pp. [0033]). North et a! also teaches comparing the area of paresthesia for 
each of the programs to the area of pain to determine an amount of overlap for each of 
the programs, and wherein presenting the rating information comprises presenting the 
amounts of overlap for each of the programs to the clinician (see pp. [0032]). 

In reference to claim 24, the North et al patent teaches the use of a body 
templates displayed after delivery of neurostimulation according to a respective one of 
the prompts, the body templates illustrating an external surface of a human body (see. 
pp. [0032]) wherein receiving inputs indicating an area of pain and areas of paresthesia 
comprises receiving information from the programming device via the network that 
describes regions of the body templates identified by at least one of the patient and the 
clinician, and wherein comparing the areas to determine an amount of overlap 
comprises comparing regions see pp. [0067]). 

In reference to claim 35, the North et al. publication teaches a computer- 
readable further comprising instructions that cause a programmable processor to 
receive parameters for each of the programs from the clinician via the programming 
device and the network, the parameters for each of the programs defining 
neurostimulation delivered according to that program (see pp. [0040]). 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 9 & 36-41 & 47 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over North et al. (US 20010007950 B2) 

In reference to claim 36, the North et al. publication teaches the use of 
instructions that cause a programmable processor to randomly order the programs, 
wherein the instructions that cause a programmable processor to direct the 
programrning device comprise instructions that cause a programmable processor to 
direct the programming device to control the implantable neurostimulator to deliver 
neurostimulation according to the random ordering of the programs (see pp. [0204]- 
[0208]). 
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North et al. publication does not teach the of computer-readable possessing the 
aforementioned instructions, however It would have been obvious to one of ordinary skill 
in the art to place said instructions onto a computer readable medium to allow for 
instruction to be exchanged between multiple devices. 

In reference to claim 37, the North et al. patent teaches instructions that cause a 
programmable processor to receive rating information comprise instructions that cause 
a programmable processor to receive a numerical score for each of the programs, the 
numerical scores entered into the programming device by at least one of the patient and 
the clinician (pps. [0033], [0153], & [0154]). 

North et al. publication does not teach the of computer-readable possessing the 
aforementioned instructions, however it would have been obvious to one of ordinary skill 
in the art to place said instructions onto a computer readable medium to allow for 
instruction to be exchanged between multiple devices. 

In reference to claim 38, the North et al. publication teaches the use of 
instructions that cause a programmable processor to receive rating information 
comprise instructions that cause a programmable processor to receive input from at 
least one of the patient and the clinician via a programming device and the network 
indicating an area of pain perceived by the patient (see pps. [0032], & [0058]-[0061]). 
North et al. also teaches receiving an input from at least one of the patient and the 
clinician via the programming device and the network for each of the programs that 
indicates an area of paresthesia experienced by the patient during delivery of 
neurostimulation according to the respective program (see (pps. [0033], [0153], & 
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[0154]) and comparing the area of paresthesia for each of the programs to the area of 
pain to determine an amount of overlap for each of the programs, and wherein the 
instructions that cause a programmable processor to present the rating information 
comprise instructions that cause a programmable processor to present the amounts of 
overlap for each of the programs to the clinician (see pps. [0032], [0058H0061], & pp. 
[0168]). 

North et al. publication does not teach the of computer-readable possessing the 
aforementioned instructions, however it would have been obvious to one of ordinary skill 
in the art to place said instructions onto a computer readable medium to allow for 
instruction to be exchanged between multiple devices. 

In reference to claim 39, The computer-readable medium of claim 38, wherein 
the programming device displays a first body template and additional body templates, 
that are displayed after delivery of neurostimulation according to a respective one of the 
programs, the body templates illustrating an external surface of a human body, wherein 
the instructions that cause a programmable processor to receive inputs indicating an 
area of pain and areas of paresthesia comprise instructions that cause a programmable 
processor to receive information from the programming device via the network that 
describes regions of the body templates identified by at least one of the patient and the 
clinician (see pps. [0032], [0058]-[0061], & pp. [0168]). The North et al. publication also 
teaches the use instructions that cause a programmable processor to compare the 
areas to determine an amount of overlap comprise instructions that cause a 
programmable processor to compare regions (see pps. [0058]-[0061], & pp. [0168]). 
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North et al. publication does not teach the of computer-readable possessing the 
aforementioned instructions, however it would have been obvious to one of ordinary skill 
in the art to place said instructions onto a computer readable medium to allow for 
instruction to be exchanged between multiple devices. 

In reference to claim 40, The North et al. publication teaches the use of 
instructions that cause a programmable processor to receive a selection capable of 
being made by the clinician of one of the programs via the programming device and the 
network (see pp. [01 10] & figs. 3, 5, & 6). North et al also teaches storing the selected 
program and associated rating information within a database as part of a record for the. 
patient (see pp. [0067] & [0217]-[0219]). 

North et al. publication does not teach the of computer-readable possessing the 
aforementioned instructions, however it would have been obvious to one of ordinary skill 
in the art to place said instructions onto a computer readable medium to allow for 
instruction to be exchanged between multiple devices. 

In reference to claim 9 & 41, the North et al. publication teaches a device 
wherein the clinician is capable of selecting a set of stimulation parameters for long- 
term programming of the implantable neurostimulator (see pps.[0036] & [0064]), and a 
device comprising instructions that cause a programmable processor to direct the 
programming device to program the implantable neurostimulator with the selected 
program (see pps. [0045] & [0104]). 

North et al, publication does not teach the of computer-readable possessing the 
aforementioned instructions, however it would have been obvious to one of ordinary skill 
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in the art to place said instructions onto a computer readable medium to allow for 
instruction to be exchanged between multiple devices. 

In reference to claim 47, the North et al publication teaches the use of a 
programming device is a programmer capable of being used by a clinician, as well as 
instructions that cause a programmable processor to receive rating information from a 
patient programmer via the network; and store the rating information within the 
database as part of the record (see pps. [0039H0041], [0067] & [0218]). 

North et al. publication does not teach the of computer-readable possessing the 
aforementioned instructions, however it would have been obvious to one of ordinary skill 
in the art to place said Instructions onto a computer readable medium to allow for 
instruction to be exchanged between multiple devices. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over North 
et al. (US 6654642 B2) in view of Krichen et al. (US 6250309 B1). 

In reference to claim 10, North et al. does not teach storing the symptoms, 
gender, age, weight, or height of a user. However north does teach the use of a server 
that receives patient information and device configuration information via the 
programming device and stores the patient information and device configuration 
information within the database (see columS, lead lines 1-16 & column 9, lead lines 49- 
61). The external transmitter and implanted receiver are RF coupled by an antenna. 
The North et al. patent teaches the use of an external transmitter that can be worn 
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externally by the patient to encode the stimulation parameters and the electrode 
selections, which are then transmitted to an implanted receiver via an antenna. The 
implant decodes the transmitted information and generates the desired electrical pulses 
for stimulating electrodes within the spinal column (see column 2, lead lines 14-21) 

The Krichen et al. patent teaches the use of an implantable device capable of 
recording a patient's information including at least one of symptoms, age, height, 
weight, and sex, and the device configuration information including at least one of a 
device type, a number of leads, a number of electrodes, a configuration of electrodes 
and positions of electrodes. 

Because an individual's symptoms, gender, age, weight, or height can 
determining the stimulation parameters it would have been obvious to one of ordinary 
skill in the art to store an individual's symptoms, gender, age, weight, or height to 
provide optimal stimulation. 

Allowable Subject Matter 

Claims 11-14, 16, 28-31, 33, 42-46. & 48 are objected to as being dependent 
upon a rejected base claim, but would be allowable if rewritten in independent form 
including all of the limitations of the base claim and any intervening claims. The 
examiner was unable to locate prior art explicitly stating that the server receives a query 
from the civilian via a programming device. 
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Conclusion 



The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Boveja et al. (US 2005/0131439 A1) was cited due to its teaching 
of the use of a server in conjunction with a neurostimulator. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darin R. Roberts whose telephone number is (571)272- 
5558. The examiner can normally be reached on 7:30am to 4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela D. Sykes can be reached on (571) 272-4955. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EEC) at 866-217-9197 (toll-free). 

Darin Roberts 

Patent Examiner -.^ 
Art Unit 3762 
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